CY 2014 CDER Drug and Biologic Calendar Year Priority Approvals
As of December 31, 2014

This report reflects the data shown as it is identified in the database.

Selection Criteria:
User Response: Start Date: 1/1/2014 End Date: 12/31/2014
Sort Order: Approval Date

REVIEW
APPLICATION NUMBER | PROPRIETARY NAME ESTABLISHED NAME APPLICANT CLASSIFICATION | APPROVAL DATE
NDA 205677 HETLIOZ TASIMELTEON VANDA PHARMACEUTICALS INC P,0 1/31/2014
NDA 203202 NORTHERA DROXIDOPA CHELSEA THERAPEUTICS INC P,0 2/18/2014
NDA 204031 XARTEMIS XR OXYCODONE HYDROCHLORIDE AND ACETAMINOPHEN |MALLINCKRODT INC P 3/11/2014
NDA 205596 NOXAFIL POSACONAZOLE MERCK SHARP AND DOHME CORP P 3/13/2014
NDA 205508 (2) ATAZANAVIR SULFATE AND RITONAVIR EMCURE PHARMACEUTICALS LTD P 3/17/2014
NDA 204684 IMPAVIDO MILTEFOSINE PALADIN THERAPEUTICS INC P,0 3/19/2014
NDA 205787 EVZIO NALOXONE HYDROCHLORIDE KALEO INC P 4/3/2014
NDA 205755 ZYKADIA CERITINIB NOVARTIS PHARMACEUTICALS CORP P,0 4/29/2014
NDA 021883 DALVANCE DALBAVANCIN DURATA THERAPEUTICS INTERNATIONAL BV P 5/23/2014
NDA 206352 REYATAZ ATAZANAVIR BRISTOL MYERS SQUIBB CO P 6/2/2014
NDA 205435 SIVEXTRO TEDIZOLID PHOSPHATE CUBIST PHARMACEUTICALS INC P 6/20/2014
NDA 205436 SIVEXTRO TEDIZOLID PHOSPHATE CUBIST PHARMACEUTICALS INC P 6/20/2014
NDA 206256 BELEODAQ BELINOSTAT SPECTRUM PHARMACEUTICALS INC PO 7/3/2014
NDA 206289 ATROPINE SULFATE OPHTHALMIC SOLUTION AKORN INC P 7/18/2014
NDA 205579 RYANODEX DANTROLENE SODIUM EAGLE PHARMACEUTICALS INC P,0 7/22/2014
NDA 206334 ORBACTIV ORITAVANCIN DIPHOSPHATE THE MEDICINES CO P 8/6/2014
NDA 205494 CERDELGA ELIGLUSTAT GENZYME CORP P,0 8/19/2014
NDA 201923 ILUVIEN FLUOCINOLONE ACETONIDE INTRAVITREAL INSERT  |ALIMERA SCIENCES INC P 9/26/2014
NDA 205834 HARVONI LEDIPASVIR AND SOFOSBUVIR GILEAD SCIENCES INC P 10/10/2014
NDA 022535 ESBRIET PIRFENIDONE INTERMUNE INC P,0 10/15/2014
NDA 205832 OFEV NINTEDANIB BOEHRINGER INGELHEIM PHARMACEUTICALS INC P,0 10/15/2014
NDA 206627 HYSINGLA ER HYDROCONONE BITARTRATE PURDUE PHARMA LP P 11/20/2014
NDA 206307 XTORO FINAFLOXACIN ALCON RESEARCH LTD P 12/17/2014
NDA 206162 LYNPARZA OLAPARIB ASTRAZENECA PHARMACEUTICALS LP PO 12/19/2014
NDA 206619 VIEKIRA PAK OMBITASVIR, PARITAPREVIR, RITONAVIR, DASABUVIR |ABBVIE INC P 12/19/2014
NDA 206829 ZERBAXA CEFTOLOZANE/TAZOBACTAM CUBIST PHARMACEUTICALS INC P 12/19/2014
REVIEW

BLA NUMBER PROPRIETARY NAME PROPER NAME APPLICANT CLASSIFICATION | APPROVAL DATE
BLA 125460/0.0 VIMIZIM ELOSULFASE ALFA BIOMARIN PHARMACEUTICAL INC. P,O 2/14/2014
BLA 125390/0.0 MYALEPT METRELEPTIN AMYLIN PHARMACEUTICALS, LLC P,O 2/24/2014




BLA 125477/0.0 CYRAMZA RAMUCIRUMAB ELILILLY AND COMPANY P,O 4/21/2014
BLA 125496/0.0 SYLVANT SILTUXIMAB JANSSEN BIOTECH, INC. P,O 4/23/2014
BLA 125476/0.0 ENTYVIO VEDOLIZUMAB TAKEDA PHARMACEUTICALS U.S.A., INC. P 5/20/2014
BLA 125514/0.0 KEYTRUDA PEMBROLIZUMAB MERCK SHARP & DOHME CORP. P,O 9/4/2014

BLA 125557/0.0 BLINCYTO BLINATUMOMAB AMGEN, INC. P,O 12/3/2014
BLA 125554/0.0 OPDIVO NIVOLUMAB BRISTOL-MYERS SQUIBB COMPANY P,O 12/22/2014

(1) Application has been tentatively approved.

(2) Application has been tentatively approved or approved under PEPFAR.

Review Classification:

P - Priority Review - Significant improvement compared to marketed products, in the treatment, diagnosis, or prevention of a disease.

O - Orphan Designation - Pursuant to Section 526 of the Orphan Drug Act (Public Law 97-414 as amended).




